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1 . (Currently Amended) 
film, wherein the mucosal surface-cqat 
effective dose of cm erectile dyi 



A dosage unit comprising a mucosal surface-coat-forming 
-forming film comprises a water-soluble hydrocolloid, an 
function activ e ag e nt sildenafil citrate and a mucosal adhesion 



enhancer, wherein the mucosal adhesion enhancer is a starch graft copolymer. 



2. (Original) The dosagje unit of claim 1, wherein the mucosal adhesion enhancer is 

i 

a copolymer of starch and acrylic acid. 



3. (Original) The dosage unit of claim 1, wherein the film exhibits a dry tack value 
of less than 3.5g. i 

4. (Original) The dosage unit of claim 1, wherein the Him exhibits a dry tack value 
of less than 2.0g. 

5. (Original) The dosage unit of claim 1, wherein ihe film exhibits a wet tack value 
of greater than 35 g. 



6. (Original) The 
exhibits a gelation temperature that 



dosaie unit of claim 1, wherein the water-soluble hydrocolloid 
$ greater than 70 d C for a 2% polymer solution. 



7. (Previously Presented) 
hydrocolloid exhibits a hydration 
water-soluble hydrocolloid at 75% 



rate 



dosage 



8. (Original) The 
a polymer selected from the group 
biopolymer* 



The dosage unit of claim 1, wherein the water-soluble 
in 24 hours of 5-20% increase in the weight percent of the 
lkumidity at room temperature. 



unit of claim 1, wherein the water-soluble hydrocolloid is 
Consisting of a natural, semi-natural and synthetic 
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9. (Previously Presented) The dosage unit of eJaim 8, wherein the water-soluble 
hydrocolloid is selected from the group consisting of a polysaccharide and a polypeptide. 



10. (Original) The dosage 
comprises a hydroxypropylmcthylce 



1 1 . (Original) The dosagje 
hydroxypropylmethylcellulose poly 



unit of claim 10, wherein the 
ilner has a molecular weight of less than 200,000 Daltons. 



12. (Original) The dosagj< 
one of an emulsifier, a plasticizer, a 
preservative, a coloring agent, a 



e unit of claim 1, wherein the film further comprises at least 
taste modifying agent, a water soluble inert filler, a 
staqilizer and a buffering agent. 



13, (Original) The dosage 
emulsifier present at a concentration 



dosage 



14. (Original) The 
modifying agent comprising at least 
masking agent. 



15. (Original) Thedosa; 
Soluble inert filler present at a o 



;'e 



16. (Original) Thedosa 
preservative present at a concentration 



17, (Original) The 
concentration in the range of 0.01 



unit of claim 8, wherein the water-soluble hydrocolloid 
lulpse polymer. 



unit of claim I, wherein the film further comprises an 
in the range of 0.1 to 10 wt% of the dosage unit. 



unit of claim 1, wherein the film further comprises a taste 
one of a sweetening agent, a flavoring agent and a taste 



unit of claim 1, wherein the film further comprises a water 
concur, iration in the range of 0.5 to 50 wt% of the dosage unit. 



unit of claim 1, wherein the film further comprises a 
in the range of 0.01 to 10 wt% of the dosage unit. 



dosage unit of claim 1, wherein the active agent is present at a 
t6 75 wt% of the dosage unit. 



9 'i zmm 



3 , 
m imm woo; 9 9002 'n uvr 



mo:(ss-imu| NOUVUna • eeec IK ZOCOISO « 90C6SZ8:SINO . QrkJfflU3^)ldSn%VS • [a«m PJBPUBJS uatsea] Wd SOOZfWl IV OAOtt * CUZ 39Vd 

BEST AVAILABLE COPY 



Serial No.: 09/091,062 
Group An Unit: 1616 

18. (Canceled) 

19. (Canceled) 

20. (Original) Thedosag 
in the range of 1 to 20 mil. 



i unit of claim I, wherein the film has a dry film thickness 



21. (Original) The dosagje unit of claim 20, wherein the film has a dry film thickness 
of less than 10 mils. 

22. (Original) The dosage unit of claim I, wherein the film exhibits a tensile strength 
greater ih an 1500 psi. 

23. (Original) The dosage unit of claim 1, wherein the film exhibits a % elongation 
of less than 20%. 

24. (Canceled) 



25. (Original) The dosage 
time in the range of 1 to 300 seconds 



26. (Currently Amended)) 
tensile strength greater than 1,500 
in the range from I to 300 seconds 



unit of claim 1, wherein the film exhibits a dissolution 
upon application to an oral mucosal surface. 



The dosage unit of claim S3 1, wherein the film exhibits a 
i, a % elongation of less than 20% and a disintegration time 
upon application to an oral mucosal surface. 



psi 



27. (Currently Amcndedj) The dosage unit of claim 1, wherein the activ e ag e nt 
sildenafil citrate is encapsulated within a polymer, wherein the polymer exhibits dissolution 
properties thai are different from thjtte of the hydrocolloid. 
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28. (Currently Amended) The dosage unit of claim 1, wherein the dosage unit further 
comprises an additional active agent oth e r than the erectile dysfunction active agent sildenafil 
citrate . ; 

; 
i 

29. (Previously Presented) The dosage unit of claim I, wherein the mucosal adhesion 
enhancer is present at a concentration of up to 50% by weight. 



30. (Currently Amended) A dosage unit comprising a mucosal surface-coat-forming 
film, wherein the mucosal surface-cpat-forming film comprises a water-soluble hydrocolloid, an 

effective dose of on oroctilo dyflfunqtion activ e agent sildenafil citrate and a mucosal adhesion 

i 

enhancer; wherein the active agent ijs encapsulated within a polymer which exhibits dissolution 
properties that are different from those of the hydrocolloid; wherein the mucosal adhesion 
enhancer is a starch graft copolymer, wherein the film exhibits a dry tack value of less than 3.5g, 
a wet tack of greater than 35g, a geljation temperature that is greater than 70°C for a 2% polymer 
solution, a dry film thickness of not more than 20 mil, a water content of 0.5 to 10%, a tensile 
strength greater than 1500 psi, a modulus in the range of 35,000 to 300,000 psi, a % elongation 
of less than 20%, a tear propagation resistance of 0.001 to 1 N, and a dissolution time of not 
more than 600 seconds upon application to an oral mucosal surface. 



i dosage 



31. (Original) The 
is a copolymer of starch and acrylic 



33 . (Previously Presented) 
hydrocolloid exhibits a hydration 
water-soluble hydrocolloid at 75% 



unit of claim 30, wherein the mucosal adhesion enhancer 
acid. 



32. (Original) The dosage unit of claim 30, wherein the film exhibits a dry tack value 
of less than 2.0g. 



The dosage unit of claim 30, wherein the water-soluble 
in 24 hours of 5-20% increase in the weight percent of the 
tumidity at room temperature. 



rate 
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34. (Original) The dosage unit of claim 30, wherein the water-soluble hydrocolloid is 
a polymer selected from the group consisting of a natural, semi-natural and synthetic 
biopolymer. 

35. (Previously Presented) The dosage unit of claim 34, wherein the water-soluble 
hydrocolloid is selected from the group consisting of a polysaccharide and a polypeptide. 



36. (Original) The dosage unit of claim. 34, wherein the water-soluble hydrocolloid 
comprises a hydroxypropylmethylcellulose polymer. 



37. (Original) The dosage unit of claim 36, wherein the 
hydroxypropylmethylcellulose polyhncr has a molecular weight of less than 200,000 Daltons. 

38. (Original) The dosage unit of claim 30, wherein the film further comprises at 
least one of an emulsificr, a plastici^er, a taste modifying agent, a water soluble inert filler, a 
preservative, a coloring agent, a stabilizer and a buffering agent. 

39. (Original) The dosage unit of claim 30, wherein the film further comprises an 
emulsificr present at a concentration in the range of 0. 1 to 10 wt% of the dosage unit. 



40. (Original) The 
modifying agent comprising at leas 
masking agent. 



dosage unit of claim 30, wherein the film further comprises a taste 
one of a sweetening agent, a flavoring agent and a taste 



41. (Original) The dosake unit of claim 30, wherein the film further comprises a 
water soluble inert filler present at a concentration in the range of 0.5 to 50 wt% of the dosage 
unit. 



42. (Original) The dosage 
preservative present at a concenirat 



unit of claim 30, wherein the film further comprises a 
on in the range of 0.01 to 10 wt% of the dosage unit. 



6 'j tmm 



6 

ill imm fldl0:9 5002 11 w 



80-G0:(ss-ujuj) NOUWna » EKC 193 302:aiSO , 90e6J28:SINQ * 0n-JHXB-OldSn:ifAS * [3UII1 fxrepuBJS ujajseg] 9003/fr3/l iVQADy , £t/0 1 30Vd 



Serial No.: 09/091,062 
Group Art Unit: 1616 



BEST AVAILABLE COPY 



43. (Original) The dosage unit of claim 30, wherein the active agent is present at a 
concentration in the range of 0.01 tc[ 75 wt% of the dosage unit. 

44. (Canceled) 



45. (Original) The dosage unit of claim 30, wherein the film has a dry film thickness 
in the range of 1 to 20 mil. 

46. (Original) The dosage unit of claim 45, wherein the film has a dry film thickness 
of less than 10 mils. 



dosage 



47. (Original) The 
time in the range of 10 to 600 sccot] 



48. (Previously Presented) 
exhibits a disintegration time in the 
mucosal surface. 

49. (Cancelled). 



unit of claim 30, wherein the film exhibits a dissolution 
ds upon application to an oral mucosal surface. 



The dosage unit of claim 30, wherein the film further 
range of 1 to 300 seconds upon application to an oral 



50. (Currently Amended) The dosage unit of claim 30, wherein the dosage unit 
further comprises an additional active agent other than the oroctilo dysfunction active agent 
sildenafil citrate . 



51. (Previously 
adhesion enhancer is present at a 



Presentdd) The dosage unit of claim 30, wherein the mucosal 
concentration of up to 50% by weight. 



52. (Previously Presented) The dosage unit of claim I, wherein the film exhibits a 
modulus in the range of 35,000 to 300,000 psi. 
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53. (Previously Presented}) The dosage unit of claim 1, wherein the film exhibits a 
dissolution time in the range of 10 to 600 seconds upon application to an oral mucosal surface. 
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